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1. This opinion contains indications relating to the following items : 



[X] Box No. I 

[ ] Box No. U 
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[X] Box No. IV 

[X] Box No. V 

[ ] Box No. VI 

[ ] BoxNo.Vn 

[X] BoxNo.Vin 



Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive stq) and industrial s^licability 
Lack of unity of invention 

Reasoned statement under Rule AZbis. 1 (a)(1) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the intemational application 
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' WRITTEN OPINION OF THE 




INTEBNATIONAL SEARCHING AUTHORITY 


International application No. 


PCT/CA2004/002001 



Box No. I Basis of this opinion 



/ • 1 , With regard to the language, this opinion has been established on the basis of the international application in the language which it was 
filed, unless otherwise indicated under this item. 

[ ] This opinion has been established on the basis of a translation from the original language into the following language ^ 

.._ , which is the language of a translation fumished for the purposes of international search (under 

Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
mventioni this opinion has heen established on the basis of : 

a. type of material 

[X] a sequence listing 

[ ] table(s) related to the sequence listing 

b. format of material 
pC] in written format 

[X] in computer readable form 

c. time of fOing/fumishing 

[X] contained in the international application as filed. 

[ ] filed together with the international application in computer readable form. 

[X] fumished subsequently to this Authority for the purposes of search. 

3. [X] In addition, in the case that more than one version or copy of a sequence listing and/or table rdatmg thereto has been filed or 

fumished, ttie required statement that the information in the subsequent or additional copies is identical to that in the application 
as filed or does not go b^ond the application as filed, as appropriate, were furnished. 

4. Additional comments : 
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' WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/CA2004/002001 



I Box No, m Non-establishment of opinion with regard to noveltyi inventive step and indttstrial applicability | 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non-obvious), or to be 
industrially applicable have not been examined m reject of : 

[] the entire international application 

Pq claim Nos> 16-19 and 38 

because: 

[X] the said international application, or the said claim Nos« 16-19 and 38 relate to the following subject matter which 
does not require an international preliminaiy examination (specify) : 

Although claims 16-19 and 38 are directed to methods of the human/animal body which this Authority is not obliged to 
search under Rule 39. (iv) of the PCT, the search has been carried out based on the alleged effects of the compounds 
referred to therein. 



[ ] the description, claims or drawings (indicate particular elements below) or said claim Nos. 
imclear that no meaningful opinion could be formed (specify) : 



[ ] Je claims, or said claim Nos, ^ are so inadequately supported by 

the descnption that no meaningful opinion could be formed. 

[ ] no international search report has been established for said claim Nos, 



[ ] the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the 
Administrative Instructions in that ; 

the written form [ ] has not been Punished 

[] does not con^ly with the standard 

the computer readable form [] has not been furnished 

[ ] does not con4)ly with the standard 

[ ] the tables related to die nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply 
with the techmcal requirements provided for in Annex O-bis of the Administrative Instructions. 

[ ] See Supplemental Box for further details. 
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WRITTEN OPINION OF THE 




INTERNATIONAL SEARCHING AUTHORITY 


International application No. 


PCT/CA2004/002001 


1 Box No. IV Lack of unity of inventioii j 



1 . [ ] In response to the invitation (Fonn PCT/ESA/206) to pay additional fees the applicant has : 
[ ] paid additional fees 
[ ] paid additional fees under protest 
[ ] not paid additional fees 

3. This Audiority consideis that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 
|X| complied with 

[ ] not complied with for the following reasons : 



Consequently, this opinion has been estabHshed in respect of die foUowing parts of the intenmtional appHcation : 
[X] allparts 

[] the parts relating to claim Nos. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/CA2004/002001 



Box No. V Reasoned statement under Rule 43MiS.l(a)(I) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



1. Statement 



Novelty (N) 
Inventive step (IS) 



Claims none 

Claims 1-38 

Claims none 

Claims N38 

Industrial ^licabilily (lA) Claims U38 

Claims none 



YES 
NO 
YES 
NO 

YES 



NO 



2. Citations and explanations : 

Reference is made to the following documents: 

Dl: WO 03 049762 A2 (CHIRON SPA) 
19 June 2003 (2003-06-19) 

D2: WO 99 28475 C2 (GENSET) 
26 Aug 1999 (1999-08-26) 

D3: STEPHENS RS ET AL: "Genome Sequence of an Obligate Litracellular Pathogen of Humans: Chlamydia trachomatis 
SCIENCE, Vol. 282, 23 October 1998 (199840-23), pages 754-759 

D4: READ TD ET AL: "Genome Sequences oi Chlamydia trachomatis MoPn and Chlamydia pneumoniae AR39" 
NUCLEIC ACEDS RESEARCH, Vol. 28, No. 6, 15 March 2000 (2000-03-15), pages 1397-1406 

Noveltv and Inventive Step - Articles 33(2^ and 33(3) PCT 

The problon to be solved by the instant application is the provision of a nucleic acid comprising a Mgp002 gene or a truncated 
form thereof derived from Chlamydia trachomatis or Chlamydia muridarum to generate a protective immune response to 

Chlamydia, 

Dl discloses a number of Chlamydia trachomatis protein sequences suitable for vaccine production, vaccine development, and 
diagnosis purposes. Namely, OMP (SEQ ID No:27), which has 100% identity with the Mgp002 protein from Chlamydia 
trachomatis (SEQ ID No:4 of the instant application) and the nucleic acid sequence (SEQ ID No:28) which has 100% identity 
with the Mgp002 gene from Chlamydia trachomatis (SEQ ID No:3 of the instant application). SEQ ID No:27 also has 83% 
identity with the Mgp002 protein from Chlamydia muridarum (SEQ ID No:2 of the instant application). Further, Dl discloses 
host cells (see pages 9-22), pharmaceutical compositions for both the protein and the nucleic acid (see pages 22-31), gene delivery 
vehicles (see page 25), antibodies (see page 22), primers (see page 34), delivery methods (see page 29) and feision proteins 
comprising SEQ ID No:27 (see Exan^le 20). Accordingly, claims 1-38 are considered to be anticipated by Dl and therefore not 
c6mpliant with Article 33(2) PCT. 

Continued in Supplemental Box... 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY I International application No. 

PCT/CA2004/002001 



I Box No, vm Certain observations on the international application 



The foUowmg obsemtions on the clarity of the clauns, description, and drawings or on the question whether the claims bio 
luiiy supported by the description, are made : 

Claims 

^' ^^'i^' V^' compUant with Article 6 PCT. The algorithm used to detennine 

the percent sequence identity has not been specified m the claims. 

Claims 17 and 27 depends on their selves and therefore are not compliant with Article 6 PCT. 

Claim 29 is not compUant wilb Article 6 PCT. Said claim refers to tbe vaccine accoiding to claim 28 but claim 28 is to a 
composition, not a vaccme. 



OaimaOisnotcompliantwifhArticle 6PCT. A polynucleotide either is or is not homologous. It camiot be 95% homologous. 
Description 

nrirl^T^*^ *° T'^^. '"""■''^2^ throughout the instant appUcation, but the designation Chlamydia muridarum is used in 
n,F^li^ «PPl>«^0" was examined under the assumption tiiat the designations Chlamydia muridb^ 

(^mamyaia muri darum are mterchangeable. — 

On page 2 of the instant jpUcation. applicant refers to WO 01/21803 as disclosing the C. pneumoniae Mgp002 gene, but it looks 
iSpM'S^T"'"''' ^ ^"^^""''^ ^ WO <'^/21804. WO 01/21803 discloses a C. pnL^niZ 

^co^aTS^ct'sPCT."''''''''""'^^^ 
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1 A. 
• 

^. WMTTEN OPINION OF THE 

INTERNATIONAL SEARCHmO AUTHORITY 




International application No. 
PCT/CA2004/002001 


1 Supplemental Box 


p 


In case the space in any of the preceding boxes is not sufficient, 
dontinuation of Box No. V: 



D2 discloses nucleotide sequences encoding polypeptides of Chlamydia trachomatis and vaccine compositions comprising said 
nucleic acids or vaccine compositions comprising said polypeptides (see pages 74-79). The polypeptide of SEQ ID No:78 (468 
aa) disclosed by D2 shares at leasi 80% identity with the Mgp002 protein from Chlamydia trachomatis (SEQ ID No:4 of the 
instant application). Further, polypeptide of SEQ ID No:78 shares at least 100 consecutive amino acids with SEQ ID No:4 of the 
instant application (for example, aa 79 to 193 of SEQ ID No:4). Further, host cells, compositions, antibodies, primers and fusion 
proteins are disclosed. Accordingly, claims 1-38 are considered to be anticipated by D2 and therefore not compliant with Article 
33(2) PCT. 

D3 discloses the genome sequence of Chlamydia trachomatis, which was made available under GenBank accession number 
AE001273 (see page 754, column 3, paragraph 2). GenBank accession number AE001308 comprises section 35 of AE001273 
and encodes a protem (GenBank accession number AAC67945. 1) that shares 1 00% identity with the Mgp002 protein from 
Chlamydia trachomatis (SEQ ID No:4 of the instant application) and 83% identity with the Mgp002 protein from Chlamydia 
muridanm (SEQ ID No:2 of the instant application). Accordingly, claims 1 , 2, 3, 23, 30 and 3 1 are considered to be anticipated 
by p3 and therefore not compliant with Article 33(2) PCT. 

D4 discloses the genome sequence of Chlamydia trachomatis MoPn (also known as Chlamydia muridarum), which was made 
available under GenBank accession number AE002160 (see page 1398, last paragraph). GenBank accession number AE002331 
comprises section 61 of AE002160 and encodes a protein (GenBank accession number AAF39458,1) that shares 100% identity 
with the Mgp002 protein from Chlamydia muridarum (SEQ ID No:2 of the instant application) and 83% identity with the Mgp002 
protein from Chlamydia trachomatis (SEQ ID No:4 of the instant application) . Accordingly, claims 1, 2, 3, 23, 30 and 31 are 
considered to be anticipated by D4 and therefore not conq)liant with Article 33(2) PCT. 



Inventive Step - Article 33(3^ PCT 

Given the lack of novelty in claims 1-38 according to Article 33(2) PCT in view of Dl or D2, said claims also lack an inventive 
step in view of Article 33(3) PCT. 



Industrial Applicability - Article 33(4) PCT 

Claims 1-15 and 20-37 appear to define subject matter that has mdustrial applicability under Article 33(4) PCT based on the 
function of the Mgp002 gene or a truncated form thereof derived from Chlamydia trachomatis or Chlamydia muridarum as an 
immunogen for protection against disease caused by infection with Chlamydia. 

Although the methods per se defined in claims 16-19 and 38 relate to subject matter which this Authority is not obliged to examine 
under Rule 67. 1 (iv) of the PCT, the use of the compounds referred to therein for preventing or treating Chlamydia infection 
appears to represent subject matter that has industrial applicability. 



Form PCT/ISA/237 (January 2004) 



Page 7 of 7 



